Guidelines on the Nonconformity Grading and Exchange Form
MDSAP AU G0019.4.002

Purpose
This guidance document explains the features of the Excel Form MDSAP AU F0019.2 - MDSAP
Nonconformity Grading and Exchange Form, and clarifies how to use it.

Preamble

The form MDSAP AU F0019.2 - MDSAP Nonconformity Grading and Exchange Form — must be
filled out and provided to the Regulatory Authorities as part of every audit report package (One
record per audit report). If there are more than 30 nonconformities identified during an audit, the
audit team must use more than one file, where the file names would be differentiated by the
version number.

The form should also be used to provide the Regulatory Authorities with an early warning, as
described in document MDSAP AU P0027 — Post Audit Activities and Timeline Policy.

Compatibility

The form was developed using Microsoft EXCEL 2010 but was saved in a format that should be
compatible with earlier versions of Microsoft EXCEL. While some compatibility tests were
successfully performed, some functions/features in the form may not be fully compatible with all
systems. Please report any difficulty using this form by email to MDSAP@fda.hhs.gov.

Excel Workbook Protection

The form displays cells containing formulas in orange. Most of the orange cells are protected to
prevent the loss of functions. Some columns are not protected though, as clarified in section
Tab 2. Nonconformities below. Changing these cells may affect their functioning.

Content of the Form 28 l
Tab 1. Audit Information 4 < » »| 1.Audit Information . 2.Nonconformities #2
This worksheet records basic traceability information regarding the audit:

- Audited Facility,

- Audited Facility’s DUNS#,

- Audit Start Date, and

- Audit End Date.

It also requires specifying the record version number. The version number can be used for
keeping track of several versions of the record, and saving multiple “partial” records.
Examples of “partial” records include:
- When the total number of nonconformities exceed the worksheet cap of 30
nonconformities, or
- When each audit team member fills in separate nonconformity forms to be eventually
merged.
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All these fields must be filled in. The information enables the form to generate:
- The Audit Report Reference, and
- Record File name.

Saving the file

The button __3ave Record As ‘ ensures that the record is saved using the appropriate file

name format according MDSAP QMS P0015 — Naming Convention of MDSAP Electronic
Records. The record should be saved using this button each time any of the information is
updated.

Nonconformity Summary Table

This worksheet also displays some summary information on the nonconformities:
- Number of nonconformity of each grade
- Total number of nonconformities
- Number of closed nonconformities.

Printing the Report

The button Print Record prints the entire workbook (both tabs) in a printer-friendly
format to the user’s default printer. To print on a different printer, the user must change the
default printer to the appropriate printer before clicking on the Print Record button. (In Windows
7 or earlier version, click the Start button in the bottom left corner, select Devices and Printers in
the Start Menu, right-click on the appropriate printer and select Set as default printer.)

The printer-friendly view hides the 1SO 13485 and regulatory Task-related clauses columns.
Note: To ensure the consistency of the printed information, the file needs to be saved using the

Save Record As

button before printing (the header includes the file name, which must be
consistent with cell B9 of tab 1.Audit Information.)

Report Flagging
This worksheet eventually enables Regulatory Authorities receiving the report to reveal the

Show Flagging

flagging status of the report, using the button.

The flagging facilitates triaging incoming reports. The flagging is password protected and is not
accessible to the Auditing Organizations.

Flagging - ” Show Flagging
Enter Password [&J
Please enter password to continue.

Cancel
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Tab 2. Nonconformities
NC Description
For each identified non conformity, the auditor must specify the following:
- NC#: unique identifier of the nonconformity
- NC Statement: statement of nonconformity
- Evidence: supporting evidence of the nonconformity
- MDSAP Audit Model Process: select the process in the drop-down list attached to the
cell
- MDSAP Audit Model Task#: specify the task # within the selected MDSAP Audit Model
Process. The text of the task will appear in the next column
- 1SS0 13485 Clause: a nonconformity must refer to a unique clause. Select the clause in
the drop-down list. Once selected, the ISO 13485 requirement appears in the next
column.
- Regulatory Requirement Clause: As applicable, the nonconformity must refer to a unique
country-specific clause. Once selected, the regulatory requirement appears in the next
column.

M 4 F M 1.AuditIml‘|:|rrnatinn 2.Nonconformities **_J

When the MDSAP Audit Model Process and Task# are specified®, the ISO 13485 and
regulatory “task-related clauses” columns® display clauses specified in the document MDSAP
AU P0002 — Audit Model to help the auditor identify the clauses likely relevant to the
nonconformity. Select the clause from drop-down lists in the ISO 13485 or regulatory clause
columns®. Once a clause is selected, the corresponding requirement appears in the next

column@®.
MDSAP Audit Model 1SO 13485:2003 Related Regulatory Requirement

7~ \ Task-related Task-related
< Process |Task# \/]F Task clauses Clause Requireme/qt clauses Clause Requirement
\

Management 1

f uality manual, management review, and quality  [4.1,421,42 9 1] TG(MD)R 9 f
an\ ffement system procedures and instructions have been  [54.2 6 Sch3 P11.4{4] 9
N\ / defined and documented /\—‘ /\—‘

United States (FDA): Confirm the organization has established | 9 9

If a nonconformity does not relate to a country-specific regulatory requirement, select "NA" in
the drop-down list.

A nonconformity may relate to only part of a specified ISO 13485 and/or regulatory clause. The
auditors should edit the clause to only keep the part that is relevant to the nonconformity.
To edit the text of the clause, the auditor must:

1. Select the cell, & Cut
2. Copy the cell (Ctrl+C or right-click on the cell and select 53 Copy
“Copy” in the menu) | @, Paste Options: _
3. Stay in the same cell, right-click and select Paste option: _=| m,‘ jJ %;J =
Values ( - ) or Paste Special: Values. Faste special.. « | »

Note: After pasting the requirement cell, it does no longer include a formula. Selecting a
different clause does no longer update the content of the requirement cell.



Nonconformity Grading
For each identified non conformity, the auditor must also grade the nonconformity based on the
grading attribute:
- For Baseline per ISO 13485 clause, the form automatically determines the value (1 or 3)
when the ISO 13485 clause is selected.
- For Repeat NC, Lack or required document and Released nonconforming products,
enter 0 if not applicable or 1 if applicable (these cells should not be left blank). See
GHTFE SG3 document N19 for clarification of these grading attributes.

Nonconformity previously recognized by the manufacturer

Select Y(Yes) if the nonconformity was previously identified, recorded and is being appropriated
handled by the manufacturer as specified in MDSAP AU P0019 — section 2.3.3 — Audit findings.
Select N(NO) in any other case.

Nonconformity Status

When the MDSAP NC Grading and Exchange Form is provided with the audit report, the AO
must also select in the drop-down lists the status of the Correction Plan, Correction, Corrective
Action Plan, Corrective Action and of the nonconformity (Closed?).

Reminder: A nonconformity is closed only when the AO has verified the appropriateness of the
action plan and the effectiveness of the implemented actions.

Pre-set Views
The tab 2.Nonconformities has 2 pre-set views that are activated by a radio-button in the upper
left corner of the worksheet

A B c The Normal View has narrower columns and the
1 Nonconformity (NC) rows’ height adjusts to fit the content of the cells;

(w| Normal View . . ..
The Expanded View has wider columns containing
(| Expanded View

long texts, but a fixed height.

By default, the file is set on the Expanded View.
This view is more convenient to populate the table,

3 NCE ‘ NC Statement ‘ using the drop-down lists. Once the table is

0 : : complete, the Nomal View presents the entire set of

’ " information.
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In both the Normal View and Expanded View, the user can manually change the columns’ width
and the rows’ height, either by dragging the lines as shown on the picture below, or or by right-
clicking the column- or row-header and selecting “Column Width...” or “Row Height...” in the
drop-down menu.
B + C To shrink or expand a column of a row, place the cursor on the
o ' separating line on the right of the column or below the row, as
_l_ ‘ ............. B shown by the arrows on the picture, and left-click and move the

cursor to drag the line.




Merging nonconformity information from multiple files
If each member of an audit team writes their nonconformities on a separate file, it is necessary
to merge the information on all nonconformities into a single file. Because some cells are
protected in the workbook, it is not possible to copy the entire set of information from one file
and paste it into the other. The protected cells are columns A, G, H, K, N, Q, T, W and AA. The
suggested process is to copy and paste the information by bloc, for all nonconformities together:

- Columns B to G (NC#, NC Statement, Evidence, Process, Task# and Task) @

- Columns | and J (ISO 13485 Clause and Requirement) @&

- Columns L and M (Australian Regulation Clause and Requirement) ©

Columns O and P (Brazilian Regulation Clause and Requirement) @

- Columns R and S (Canadian Regulation Clause and Requirement) ©
- Columns U and V (Japanese Regulation Clause and Requirement) @

- Columns X and Y (US Regulation Clause and Requirement) @

- Columns AA to AC (Repeat NC, Lack or Required Document, and Released
Nonconforming Products) ©
- Columns AE to AJ (Correction Plan, Correction, Corrective Action Plan, Corrective
Action, and Closed?) ©

Nonconformity (NC)

Mormal View
Expanded View

o

MDSAP Audit Model
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